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DETAILED ACTION 

Response to Arguments 

1 . Applicant's arguments filed 1 3 November 2008 have been fully considered but they are 
not persuasive. Applicants argue that they are enabled for the treatment of asthma, allergic 
rhinitis, and eczema. However, the reference cited (White et al., Journal of Biological 
Chemistry, 2000, 275(47), 36626-631, cited in IDS) teach that CCR3 is a possible target for 
each of these disorders (thus indicating future research is needed to determine if CCR3 is a 
useful therapeutic target) (page 36631 ). Applicants are not enabled for treatment of 
autoimmune disorders because Katschke et al. {Arthritis & Rheumatism, 2001, 44(5), 1022-32, 
cited in IDS) teach that future research is needed to determine if CCR3 is an effective in vivo 
target for treatment of chronic inflammatory diseases (page 1030). Haley et al. (Circulation, 
2000, 102, pages 2185-89, cited in IDS) teach that future research is needed to fully understand 
the role of CCR3 in atherogenesis (page 2189). Applicants are not enabled for treatment of HIV 
because Ancuta et al. (Journal of Immunology, 2006, 176, pages 5760-71, cited in IDS) teach 
that T-cells expressing CCR3 may be preferential sites for HIV infection in vivo (page 5769). 
This teaching suggests that further research is needed to see if this is actually true. Applicants 
are not enabled for treatment of Alzheimer's disease through CCR3 modulation because Xia et 
al. (American Journal of Pathology, 1998, 153(1), pages 31-37, cited in IDS) teach that it is 
unclear what role B-chemokines have on neuronal function. AS a result of the unclear role, it is 
unclear what role they have in Alzheimer's disease pathology. 

Information Disclosure Statement 

2. The information disclosure statement filed 11/13/2008 fails to comply with 37 CFR 
1.98(a)(2), which requires a legible copy of each cited foreign patent document; each non- 
patent literature publication or that portion which caused it to be listed; and all other information 
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or that portion which caused it to be listed. It has been placed in the application file, but the 
information referred to therein has not been considered. Only the first page of reference C09 
has been submitted. 

Claim Objections 

3. Claims 1 , 3, 6-8, 10-11,13-16, and 20-21 are objected to because of the following 
informalities: they contain non-elected subject matter. Variable p is 2 in the elected group. 
Claim 10 is dependent on a cancelled claim. Appropriate correction is required. 

Claim Rejections - 35 USC §112 

4. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner 
and process of making and using it, in such full, clear, concise, and exact terms as to 
enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and use the same and shall set forth the best mode contemplated 
by the inventor of carrying out his invention. 

5. Claims 10, 11, 13-16, and 21 are rejected under 35 U.S.C. 112, first paragraph, because 

the specification, while being enabling for the treatment of granulomas, does not reasonably 

provide enablement for the treatment of any other disorder. The specification does not enable 

any person skilled in the art to which it pertains, or with which it is most nearly connected, to 

make and/or use the invention commensurate in scope with these claims. 

The factors to be considered in determining whether a disclosure meets the enablement 
requirements of 35 U.S.C. 112, first paragraph, have been described in In re Wands, 
858 F.2d 731, 8 USPQ2d 1400 (Fed. Cir., 1988). The court in Wands states, 
"Enablement is not precluded by the necessity for some experimentation, such as 
routine screening. However, experimentation needed to practice the invention must not 
be undue experimentation. The keyword is 'undue', not 'experimentation'" (Wands, 8 
USPQ2sd 1404). Clearly, enablement of a claimed invention cannot be predicated on 
the basis of quantity of experimentation required to make or use the invention. "Whether 
undue experimentation is needed is not a single, simple factual determination, but rather 
is a conclusion reached by weighing many factual considerations" [Wands, 8 USPQ2d 
1 404). Among these factors are: (1 ) the nature of the invention; (2) the breadth of the 
claims; (3) the state of the prior art; (4) the predictability or unpredictability of the art; (5) 
the relative skill of those in the art; (6) the amount of direction or guidance presented; (7) 
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the presence or absence of working examples; and (8) the quantity of experimentation 
necessary. 

Consideration of the relevant factors sufficient to establish a prima facie case for lack of 
enablement is set forth herein below: 

(1) The nature of the invention and (2) the breadth of the claims: 

The claims are drawn to a method of inhibiting CCR3 receptors with compounds where 

an N-azabicyclo[2.2.2]ocy-3-yl group connected to a S0 2 -phenyl-(0 or S)-phenyl 

structure. Thus, the claims taken together with the specification imply the prepared 

compounds inhibit CCR3 in the treatment of a granuloma. 

(3) The state of the prior art and (4) the predictability or unpredictability of the art: 
Ponath (Expert Opinion on Investigational Drugs, 1998, 7(1), 1-18, cited in previous 
office action) teaches that CCR3 is linked to treatment of granulomas (section 1 .2, page 
4). 

White et al. (Journal of Biological Chemistry, 2000, 275(47), 36626-631, cited in IDS) 
teach that CCR3 is a possible target for asthma, allergic rhinitis, and eczema (thus 
indicating future research is needed to determine if CCR3 is a useful therapeutic 
target)(page 36631). 

Katschke et al. (Arthritis & Rheumatism, 2001, 44(5), 1022-32, cited in IDS) teach that 
future research is needed to determine if CCR3 is an effective in vivo target for treatment 
of chronic inflammatory diseases (page 1030). 

Haley et al. (Circulation, 2000, 102, pages 2185-89, cited in IDS) teach that future 
research is needed to fully understand the role of CCR3 in atherogenesis (page 2189). 
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Ancuta et al. (Journal of Immunology, 2006, 176, pages 5760-71, cited in IDS) teach that 
T-cells expressing CCR3 may be preferential sites for HIV infection in vivo (page 5769). 
This teaching suggests that further research is needed to see if this is actually true. 

Xia et al. (American Journal of Pathology, 1998, 153(1), pages 31-37, cited in IDS) teach 
that it is unclear what role B-chemokines have on neuronal function. AS a result of the 
unclear role, it is unclear what role they have in Alzheimer's disease pathology. 

(5) The relative skill of those in the art: 

Those of relative skill in the art are those with the level of skill of the authors of the 
references cited to support the examiner's position. The relative skill of those in the art 
are MD's, PhD's, or those with advanced degrees and the requisite degree of 
experience in therapeutic methods for treating disorders related to CCR3 receptors. 

(6) The amount of direction or guidance presented and (7) the presence or absence of 
working examples: 

The specification has provided guidance for treatment of granulomas through inhibition 
of a CCR3 receptor. 

However, the specification does not provide guidance for treatment of any other 
disorders beside a granuloma. 

(8) The quantity of experimentation necessary: 

Considering the state of the art as discussed by the references above, particularly with 
regards to claims 10, 11, 13-16, and 21, and the high unpredictability in the art as evidenced 
therein, and the lack of guidance provided in the specification, one of ordinary skill in the art 
would be burdened with undue experimentation to practice the invention commensurate in the 
scope of the claims. 
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6. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

7. Claim 10 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. It is unclear what the parent claim of claim 10 is because claim 9 has been 
cancelled in the current claim set. 

Double Patenting 

8. Claims 7-8, 10-11, and 20 are objected to under 37 CFR 1 .75 as being a substantial 
duplicate of claim 6. When two claims in an application are duplicates or else are so close in 
content that they both cover the same thing, despite a slight difference in wording, it is proper 
after allowing one claim to object to the other as being a substantial duplicate of the allowed 
claim. See MPEP § 706.03(k). Claims 7-8, 10-11, and 20 are duplicate claims of claim 6 
because they are pharmaceutical composition claims. The intended use of the pharmaceutical 
composition does not carry any patentable weight, and that is why the claims are considered 
duplicative. 

Allowable Subject Matter 

9. Claims 2, 4, and 5 appear free of the prior art of record. 

10. The following is a statement of reasons for the indication of allowable subject matter: 
The closest prior art is a structure with registry number 1027957-09-0 (displayed in STN 
search). In this structure, variable R 4 is a NH-azabicyclo[2.2.2]ocy-3-yl group, and variables R 1 
and R 2 are each chloro atoms. However, this structure was entered into STN on 13 June 2008, 
which is after the effective filing date of the instant application (1 1 March 2004). Therefore, 
compounds of the elected group are not anticipated or rendered obvious. 
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Conclusion 

1 1 . Applicant's submission of an information disclosure statement under 37 CFR 1 .97(c) with 
the fee set forth in 37 CFR 1.1 7(p) on 11/13/2008 prompted the new ground(s) of rejection 
presented in this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 609.04(b). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing date 
of this final action. 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to NOBLE JARRELL whose telephone number is (571 )272-9077. The 
examiner can normally be reached on M-F 7:30 A.M - 6:00 P.M. EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mr. James O. Wilson can be reached on (571) 272-0661. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you 
would like assistance from a USPTO Customer Service Representative or access to the 
automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Noble Jarrell/ /James O. Wilson/ 

Examiner, Art Unit 1624 Supervisory Patent Examiner, Art Unit 1624 



